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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 10 June 2004 . 
2a)Q This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1^9 is/are pending in the application. 

4a) Of the above claim(s) 4^9 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1^3 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .D Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 
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3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date 9/27/01 .4/1 5/02 ^ CO-/ tj fOJ) 6) IE Other: Exhibit A (sea, alignment) . 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of group I encompassing claims 1-3, with 
species election of SEQ ID NOs 3, and 5 in the reply filed on 06/10/2004 in the is 
acknowledged. The traversal is on the ground(s) that the examination of all pending 
claims would not put a serious burden on the examiner because all independent claims 
recite 5 specific sequences; the sequences in the claims are not complicated R groups 
in chemical structure, but a straight sequences; up to 10 nucleotide sequences should 
be examined according to MPEP section 803.04. This is not found persuasive because 
group I is drawn to peptides as the active ingredients in the composition, while group I is 
drawn to host cells as the active ingredients, and group III is drawn to method. 

Searching of composition comprising peptides and composition comprising host 
cells, and method of using a composition together would impose a serious search 
burden. In the instant case, the search of the peptides and the host cells are not 
coextensive. The inventions have a separate status in the art as shown by their 
different classifications. In cases such as this one where descriptive sequence 
information is provided, the sequences are searched in appropriate databases. There is 
search burden also in the non-patent literature. A journal articles disclosing the 
peptides sequence might not disclose host cells expressing the peptides. 

As for groups I, and III, the examiner has required restriction between product and 
process claims. Where applicant elects claims directed to the product, and a product claim 
is subsequently found allowable, withdrawn process claims that depend from or otherwise 
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include all the limitations of the allowable product claim will be rejoined in accordance with 
the provisions of MPEP § 821 .04. Process claims that depend from or otherwise 
include all the limitations of the patentable product will be entered as a matter of right if 
the amendment is presented prior to final rejection or allowance, whichever is earlier. 
Amendments submitted after final rejection are governed by 37 CFR 1.116; amendments 
submitted after allowance are governed by 37 CFR 1 .312. 

In the event of rejoinder, the requirement for restriction between the product claims 
and the rejoined process claims will be withdrawn, and the rejoined process claims will be 
fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to be allowable, the 
rejoined claims must meet all criteria for patentability including the requirements of 35 U.S.C. 
101, 102, 103, and 112. Until an elected product claim is found allowable, an otherwise 
proper restriction requirement between product claims and process claims may be 
maintained. Withdrawn process claims that are not commensurate in scope with an allowed 
product claim will not be rejoined. See "Guidance on Treatment of Product and Process 
Claims in light of In re Ochiai, In re Brouwer and 35 U.S.C. § 103(b)," 1 184 O.G. 86 (March 
26, 1996). Additionally, in order to retain the right to rejoinder in accordance with the above 
policy, Applicant is advised that the process claims should be amended during prosecution 
either to maintain dependency on the product claims or to otherwise include the limitations 
of the product claims. Failure to do so may result in a loss of the right to rejoinder. 
Further, note that the prohibition against double patenting rejections of 35 U.S.C. 121 does 
not apply where the restriction requirement is withdrawn by the examiner before the patent 
issues. See MPEP §804.01. 
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The requirement is still deemed proper and is therefore made FINAL. 

Claims 4-9 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. 

Claims 1-9 are pending, and claims 1-3 are examined on merits. 

As for the election of species, since the elected species SEQ ID NOs: 3, and 5 are 
free of art, the species election is withdrawn and search is expanded to include other 
species in the elected invention. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-3 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites the limitation "the same native ligand" in line 3. There is 
insufficient antecedent basis for this limitation in the claim. For compact prosecution 
purpose, the Office assumes "the same native ligand" to be the art-known a human 
eukaryotic initiation factor 3 p40 (elf3-p40) for the art search purpose, since the 
specification at page 6 line 2 discloses "elf3" as only native ligand. However, this 
treatment does not relieve applicant the burden of responding this rejection. 

Claim 1 recites the limitation "said immunogenic ligand" in lines 3-4. There is 
insufficient antecedent basis for this limitation in the claim. For the purpose of this 
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Office action, the Office will interpret the limitation as one of said two immunogenic 
ligands in line 1 of claim 1 is selected from the 5 different Markush groups. However, 
this treatment does not relieve applicant the burden of responding to this rejection. 

The dependent claims 2, and 3 are also rejected because the dependent claims 
include the rejected limitation, but do not further clarify the rejected limitation. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 1 is rejected under 35 USC 101 because the claimed invention is directed 
to non-statutory subject matter. 

Claim 1 as written, do not sufficiently distinguish over nucleic acids, as they exist 
naturally because the claims do not particularly point out any non-naturally occurring 
differences between the claimed composition and the naturally occurring composition. 
In the absence of the hand of man, the naturally occurring products are considered non- 
statutory subject matter. See Diamond v. Chakrabarty, 447 U.S. 303, 206 USPQ 193 
(1980). The claims should be amended to indicate the hand of the inventor, e.g., by 
insertion of "isolated" or "purified" in front of "at least two immunogenic ligands" in line 1 
of claim 1. See MPEP 2105. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Asano et al., J 
Biol Chem. 1997 Oct 24;272(43):27042-52). 

Claim 1 is interpreted as drawn to a composition comprising at least two 
immunogenic ligands, wherein one ligand of said at least two immunogenic ligands is 
selected from an immunogen comprising SEQ ID NOs: 3, 5, 7, 9, or 1 1, wherein said 
ligands elicit an immune response against elf3-p40. Since claim 1 as currently 
construed does not have a transitional phrase (note the limitation "selected from the 
group consisting of SEQ ID NOs:3, 5, 7, and 1 1 in claim 1 is a Markush format 
indicating the alternate choice, not a transitional phrase), the scope of the claimed 
"immunogenic ligand" in lines 3-4 is broadly interpreted as drawn to an immunogen 
comprising SEQ ID NO:1 1 . 

Asano et al., at page 27047 (note Fig. 3B) teach a composition comprising at 
least two immunogenic ligands, wherein one ligand of said immunogenic ligands is an 
immunogen comprising SEQ ID NO: 1 1 . Note the attached sequence alignment 
(Exhibit A) showing that instant SEQ ID NO:1 1 is fragment of elf3-p40 shown in Fig 5B, 
2 nd last line in underlined amino acids residues of 242 to 250. 

As for the limitation that said ligand elicit an immune response against the same 
native ligand, the antibody (note page 27043, right column, under the heading 
"EXPERIMENTAL PROCEDURES", also note page 27049, right column, 2 nd para) is 
elicited immune response against elf3-p40 (note Fig. 2, and 3). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Asano et al.,(cited above) in view of US 5789200 A (Aug. 4, 1998). 

The claims are interpreted as drawn to composition comprising at least two 
immunogenic ligands in a pharmaceutically acceptable carrier. 

As stated above in 102 (b) rejection, Asano et al., teach a composition 
comprising at least two immunogenic ligands. See the further detail above. 

Asano et al., do not teach a pharmaceutically acceptable carrier or carrier. 

However, US 5789200 teaches that "pharmaceutically acceptable carriers" are 
"saline, buffered saline, dextrose, water, glycerol, ethanol, and combinations thereof. 
The formulation should suit the mode of administration. Selection of an appropriate 
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carrier in accordance with the mode of administration is routinely performed by those 
skilled in the art." Note column 31 , lines 45-51 . 

Therefore, it would have been obvious to formulate the immunogen of Asano et 
al., comprising instant SEQ ID NO:1 1 in a pharmaceutical^ acceptable carrier with a 
reasonable expectation of success before administering to a subject to elicit an immune 
response, and one of ordinary skill would be motivated to use pharmaceutical^ 
acceptable carrier such that a subject does not get sick by an unsuitable carrier for in 
vivo administration. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey C Siew can be reached on 571-272-0787. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



MISOOK YU, Ph.D. 

Examiner 

Art Unit 1642 
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